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arf^xHT 

27 3T^r, 2018 

TTT.spr.f^. 411(3|).—HM414 fflM4 -MI4M4 RtWT, 4 ‘-MI4M4 fl-M 4" ■T'TPT RhNH TTW 

sfk 3P4" ^TFUF 2014 Rrf^TT Rz 4dffd 4lRl4l TTW 16 if 3nit f^T, TTRRi' 15.03.2016 TfasnT f^TT f f% 
311441 d)41d ^mflT 4T 5ft ^TTT^ TT 4) 9 414 Tn it RRlRl sftT flZT f Rra% 4mT ZW 4tT ^h41h fRTT f, 3ft 

T$J3Tf 3fk TTPT^f % f%TT ^|fi)4K4 |; 

3fk, HM-fl-M -MI4M4 it 4t 4^SPT f^TT f f% 9p44 iRrT +lR4T % ft 3il441d)41d % RRhR| # fMflRT 
4t4 # afk Ttrff 4>if44T ^ttt, s^rfrErt t^ft ft sej^t ^t zt f, 3tf441d)41d % RRhRi ^t Rttflrz 4t 4 sffr 
iR41P)d 4 t 4 # 4t tttswtt f^nrf^n ^tptt ^Tfftr; 

sfR, 3TtTTftr 3fk OTSR Tirrnft 3Tflrf^rrT, 1940 (1940 4T 23) # STTTT 5 % 3 t4Rt Tftz ^rflt TLFft# IHI^+K 
4tf 4 12 IRd'Q, 2018 ^t ff STpft ^ 3TF Tjf TT f^K f^TT sfR RV-blRsT ^t 4t f% HM41-M ZT4tF % Rpr 
311441 d)41d RntR-Mi 3fk HRH4 rT*TT 1TTf%Z iRlZT STFRimt TPIT 44114+)’ ^t ft TTZFT ^ % f%tr 

RR-Mftd ^t^mt 3?fcfMlrz#5mtf^r^f%ZTFaTt^4Z$*94Ri ffarr 4T tt4> ; 

sftT, ifT^Rr TK4K 4T, 3TF 4t# # RV-blR4t % 3TTSTTT TT rT*TT ZTTT% ^t TTtftSTT +t 4 % T5TR( ^ ^THTSTHT ft W f 
f% 3 m 41 dl41d arr^fir w 3iRR-Mnid sftr srtsr t *tt # 41^4 sp^Rrt frit ^t thtt^tt f sfR cil+ffd 
4 1 if 3iid-41 dl41d ^flr % RPi-hTui, ftm sftr Rd<«i ^t RR-MRd tt«tt fMlRr ^ftttt stt^^i^f sfk o41-41h f Rrcrit 1% 
sGnflr^r o4Rh4T ^tt sf^-stt ^ttt ^rr% ^w^ftF # xm trf i 

3RT:, 3TgT, 4<4K, ^tF STflrf^nT # STITT 26^F ^TTT TRTT ^TtrF4t W TpftF ^FT% fTT sflr srflr^W WT 

TTT.^FT.R’. 29(3T), TTr^ 17 'ddd'G, 2014 ^t srflTTFTTr ^FT% ftr ^ ^ft | f% 311441 dl41d It 4t% RRRa ftft 4 1 
f%?F^%f%Tt^TTRd<«l ^TT ^ Il^tl, 31^ :- 

(i) ^UTtF % f%rr 311441 dl41d RHtRldl 4TT RRhR| %^TT hR<H 4 %4TT 31441 ^TT +4R-MT ^TTT f^TT 

411141 3ftT TT ^TT ?FTT ftFT ; 

(ii) f^riTT % y4)441’ % Rpr 3il441d)41d RPtR4l 4TT RRlRl 9 R 44 3frr ym%T 44TT 4lR-Mi, 4t4t % f%TT 

^TT ftFT sflr Rdfd)’ % f%tr RRlRl % faff TT WTT ^Ft ffit; 
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(iii) 3iT=Hfld)*fM % F%F 3farST-i)N'4lF FFFf % RRhTdl F^ % Ret f^F FtFftT # RRTM % 
RPinfui armfir sftr fftsjfFTF rft f^nr, 1945 % srsFhT sejff hRhf ttftt; RRhRnsrf f(fRff 
i)N41-M FTF FT FFTFF^t; 

(iv) 3iT=Hfld)*fM % F%F affW-'d <f414 FTF % RRhRlI RfRt y-M)4d % Rpr FtF FtFflT RRTM % 

RRhRl FtFflT sftT FFT2JF FTFlft RFF, 1945 % Fsfk s^pTF hR<HF sffc TTF2F if RPl-HTd|3Tf 

Ft FxF Ff?FF 3ffFF-i)N41-M FTF FT FFTF F^T; 

(v) F^FFFtF^RprFtFflrsftT WFF FTF# f^FF, 1945 % F^FF TFf^F ^RF FT FWlf 

FTTT RRPRl 3iT=Hfld)*fR RnTR-Mi 4H41-M sftr F$ Rlft>cdl 3FFTF % Rpr RRRRtjT FT FFTF %FF 
RbRiRm FtF^,- 

(F) FRFF afk FTF%F TTF2F if T^HF^fF FFTFTFf sffc f4141fT Ft Tft?t ^t; FT 

(W) FFTFFfr FK#F FFsfTFfst FRFTFFT (41 l)h41441) TFT 1TO FT?ft afprRTFf sffr RN-h414 

TIFF (3HJF) 3iMtRldT FT Rtft fMt 3FF FTF^t FRFcF Ft, Ft W if IF FFtFF % Rpr %t£)f 
*KFK FTTT RRRa f^FTFTTTFt hRh=F sftT y |sRd TTFTF % <R|f£)$d 3HHdM7 afk "Ml-fl+f Ft 
FtFflT FT FFt TTFPT F^t I 


(vi) f%Tft tft FF FT FTF Tt 3(BHfld)*fld Ft ^JFFT TFTFF % FTSFF Tt f%FF Rtt srpt % Rpr SEJFTF F^f f^FT 
FTTTFT I 

2. Ff Ffll^MI 1 ^FTf, 2018FtF^rrft»ft I 


[FT. F. X. 11014/3/2018-ftFR] 


Tjstk fFTT, FJxF Ff%F 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 27th April, 2018 

G.S.R. 411(E) .—Whereas the Hon’ble High Court of Himachal Pradesh, Shimla, has, in its judgment dated 
15.3.2016 in CWPIL No. 16 of 2014 titled ‘Court on its own motion’ versus State of Himachal Pradesh and others, observed 
that there is large scale clandestine manufacture and sale of the drug Oxytocin leading to its grave misuse, which is harmful 
to animals and humans; 

And whereas, the said Hon’ble High Court also observed that the feasibility of restricting the manufacture of 
Oxytocin only in public sector companies and also restricting and limiting the manufacture of Oxytocin by companies to 
whom licenses have already been granted should be considered; 

And whereas, the Drugs Technical Advisory Board constituted under section 5 of the Drugs and Cosmetics Act, 
1940 (23 of 1940) considered the said issue in its meeting held on the 12th February 2018 and recommended that Oxytocin 
formulations for human use be regulated and restricted to be supplied only to registered hospitals and clinics in public and 
private sector to prevent misuse of the said drug; 

And whereas, the Central Government, on the basis of the recommendations of the said Board and after 
examination of the matter, is satisfied that unregulated and illegal use of the drug Oxytocin is likely to involve risk to human 
beings or animals and that in the public interest it is necessary and expedient to regulate and restrict the manufacture, sale 
and distribution of the drug Oxytocin in the country to prevent its misuse by unauthorised persons or otherwise; 

Now, therefore, in exercise of the powers conferred by section 26A of the said Act, and in supersession of the 
notification number G.S.R. 29(E) dated 17 th January, 2014, the Central Government hereby directs that the drug Oxytocin 
shall be manufactured for sale or for distribution or sold in the manner specified below, namely:- 

(i) The manufacture of Oxytocin formulations for domestic use shall be by public sector undertakings or companies 
only and the label of the product shall bear barcodes. 

(ii) The manufacture of Oxytocin formulations for export purposes shall be open to both public and private sector 
companies and the packs of such manufacture for exports shall bear barcodes. 
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(iii) The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the active pharmaceutical 
ingredient only to the public sector manufacturers licensed under the Drugs and Cosmetics Rules, 1945 for 
manufacture of formulations of the said drug for domestic use. 

(iv) The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the said active pharmaceutical 
ingredient to the manufacturers in public and private sector licensed under the Drugs and Cosmetics Rules, 1945 
for manufacture of formulations of the said drug for export purpose. 

(v) The Oxytocin formulations manufactured by the public sector companies or undertakings licensed under the 
Drugs and Cosmetics Rules, 1945 for domestic use shall supply the formulations meant for human and 
veterinary use only,- 

(a) to the registered hospitals and clinics in public and private sector directly; or 

(b) to the Pradhan Mantri Bhartiya Janaushadhi Pariyojana (PMBJP) and Affordable Medicines and 
Reliable Implants for Treatment (AMRIT) outlets or any other Government entity which may be 
specified by the Central Government for this purpose in the country which shall further supply the 
drug to the registered hospitals and clinics in public and private sector. 

(vi) The Oxytocin in any form or name shall not be allowed to be sold through retail Chemist. 

2. This notification shall come into force on the first day of July 2018. 


[F. No. X.l 1014/3/2018-DR] 
SUDHIR KUMAR, Jt. Secy. 


RAKESH 

SUKUL 
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RAKESH SUKUL 
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 उपयोग के लिए ओषधि और प्रसाधन सामग्री नियम, 1945 के अधीन अनुज्ञप्त पलब्कि सेक्टर कंपनियों या उपक्रमों 
द्वारा विनिर्मित ऑक्सीटोसीन निर्मितियां मानवीय और पशु चिकित्सा उपयोग के लिए विनिर्मितियों का प्रदाय केवल 
निम्नलिखित को करेंगे, 
( क) पब्लिक और प्राइवेट सेक्टर में रजिस्ट्रीकृत अस्पतालों और क्लीनीकों को सीधे ही ; या 

प्रधानमंत्री भारतीय जनऔषधि परियोजना (पीएमबीजेपी ) तथा उपचार हेतु सस्ती औषधियों और विश्वसनीय 
रोपन ( अमृत) आउटलेटों या ऐसी किसी अन्य सरकारी अस्तित्व को , जो देश में इस प्रयोजन के लिए केन्द्रीय 
सरकार द्वारा विनिर्दिष्ट किया जाए जो पब्लिक और प्राइवेट सेक्टर में रजिस्ट्रीकृत अस्पतालों और क्लीनीकों को 

ओषधि का आगे प्रदाय करेंगे । 
( vi) किसी भी रूप या नाम से ऑक्सीटोसीन को खुदरा रसानज्ञ के माध्यम से विक्रय किए जाने के लिए अनुज्ञात नहीं किया 

जाएगा । 
2. यह अधिसूचना 1 जुलाई, 2018 को प्रवृत्त होगी । 

[ फा . सं. X .11014/ 3/ 2018-डीआर] 

सुधीर कुमार , संयुक्त सचिव 


MINISTRY OF HEALTH AND FAMILY WELFARE 


(Department of Health and Family Welfare ) 


NOTIFICATION 
New Delhi, the 27th April , 2018 


G .S . R . 411 ( E ) . — Whereas the Hon ble High Court of Himachal Pradesh , Shimla , has , in its judgment dated 
15 . 3 .2016 in CWPIL No. 16 of 2014 titled Court on its own motion ’ versus State of Himachal Pradesh and others , observed 
that there is large scale clandestine manufacture and sale of the drug Oxytocin leading to its grave misuse , which is harmful 
to animals and humans ; 


And whereas , the said Hon ble High Court also observed that the feasibility of restricting the manufacture of 
Oxytocin only in public sector companies and also restricting and limiting the manufacture of Oxytocin by companies to 
whom licenses have already been granted should be considered ; 


And whereas, the Drugs Technical Advisory Board constituted under section 5 of the Drugs and Cosmetics Act, 
1940 ( 23 of 1940 ) considered the said issue in its meeting held on the 12th February 2018 and recommended that Oxytocin 
formulations for human use be regulated and restricted to be supplied only to registered hospitals and clinics in public and 
private sector to preventmisuse of the said drug; 


And whereas, the Central Government, on the basis of the recommendations of the said Board and after 
examination of the matter, is satisfied that unregulated and illegal use of the drug Oxytocin is likely to involve risk to human 
beings or animals and that in the public interest it is necessary and expedient to regulate and restrict the manufacture , sale 
and distribution of the drug Oxytocin in the country to prevent its misuse by unauthorised persons or otherwise ; 


Now , therefore , in exercise of the powers conferred by section 26A of the said Act, and in supersession of the 
notification number G . S. R . 29 ( E ) dated 17th January , 2014 , the Central Government hereby directs that the drug Oxytocin 
shall be manufactured for sale or for distribution or sold in the manner specified below , namely: 


(i) 


The manufacture of Oxytocin formulations for domestic use shall be by public sector undertakings or companies 
only and the label of the product shall bear barcodes . 
The manufacture of Oxytocin formulations for export purposes shall be open to both public and private sector 
companies and the packs of such manufacture for exports shall bear barcodes. 


(ii) 


[ 9T1 II - Qu5 3 ( ) ] 


भारत का राजपत्र : असाधारण 


(iii) 


The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the active pharmaceutical 
ingredient only to the public sector manufacturers licensed under the Drugs and Cosmetics Rules, 1945 for 
manufacture of formulations of the said drug for domestic use . 


(iv) 


The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the said active pharmaceutical 
ingredient to the manufacturers in public and private sector licensed under the Drugs and Cosmetics Rules , 1945 
for manufacture of formulations ofthe said drug for export purpose. 


The Oxytocin formulations manufactured by the public sector companies or undertakings licensed under the 
Drugs and Cosmetics Rules, 1945 for domestic use shall supply the formulations meant for human and 
veterinary use only , 


(a ) to the registered hospitals and clinics in public and private sector directly ; or 


( b ) to the Pradhan Mantri Bhartiya Janaushadhi Pariyojana ( PMBJP ) and Affordable Medicines and 

Reliable Implants for Treatment (AMRIT ) outlets or any other Government entity which may be 
specified by the Central Government for this purpose in the country which shall further supply the 

drug to the registered hospitals and clinics in public and private sector. 
The Oxytocin in any form orname shall not be allowed to be sold through retail Chemist. 
This notification shall come into force on the first day of July 2018 . 


( vi) 
2 . 
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